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INVESTIGATIONS OPERATIONS

MANUAL EXHIBIT 910-D
Adverse Event Questionnaire

Complaint Number: /3 26 Investigator: Z iwvcolv, X elc

Consumer Information

MM/DD/YY

Date of Report: “ Z[QZ 2 8

Initial Report Source: DORA Consumer Injury

OTelephone [CICorrespondence [EWedWatch
OUSP OPQRS [OPoison Control CO0CDC

Race: El1-White [2-Black
[8-Other

 Neme: [ | cecer O pge: 4%

[O3-Asian/Pacific Islander [14-Native American [5-Hispanic
0d9-Unknown

OYes EINo

—Infermation-on-Adverse-Event
Date of Adverse Event: §-98 % (l/9g Give the site of consumption/ingestion (e.g. home, restaurant,
Previous Adverse Effects to Product Type: office):

AMV\-L

The following information re

WSe
How long did the symptoms |
Give the circumstances of ex

etc.). /Vol..t\“-“'Q .D- Sovr_

List all Medication(s), Dieta

Did event abate after use of s
Did symptoms reoccur after r
Did symptoms reoccur after u
Applicable

ates to the consumers’ use of the product.

cluding symptoms and the time lapse from using product to onset of symptoms):

st? VM Cew Mwnlr ~fo hyina .
osure (i.e. how much was taken, how was the product taken, how often was it taken,

-3 Capsaln  Turew ‘0.»17 o,c,..,%?

upplement(s), Food(s), and other product(s) used at the time of the event: ouly
orev -

spected product stopped or dose reduced: HYes [INo [Unknown

introduction of suspected product: [0Yes ONo OUnknown [RNot Applicable

sing other products with the same ingredients: O0Yes X{No [OUnknown ONot

Medical Information

Was a health care provider s
Give health care provider's n

Occupation of Health Care Pr

me, address and telephon

ovider: ®MD [OOsteopath [INaturopath [ONurse  OPharmacist
OOther (specify)

Lty
What was the medical diagno
What treatment(s) was given

What medical tests were performed and what were the results? W W tean

(e.g., drugs, other)?
v} Tiulegol Lsn Carn .

Stop  Tele =28 Pagels

Were there any preexisting cd
(If YES, list them including all

7

ndition(s)/treatment(s)?
ergies, and chronic diseases): OYes ENo

000002

397




EXHIBIT 920 A - ~__INVESTIGATIONS OPERATIONS MANUAL

P
)

Product Category

1. Adverse event attributed to:

[OMedical Food (under medical supervision) Olnfant Formula

(R Dietary Supplement | (a vitamin; an essential mineral; a protein; a herb or similar nutritional substances including botanicals such as
ginseng and yohimbe; amino acids; extracts from animal glands; gariic extract, fish oils; oil of evening primrose; fibers such as psyllium and guar gum;
compounds not generally recognized as food or nutrients, such as bioflavonoids, enzymes, germanium, nucleic acids, para-amino-benzoic acid, and
rutin; and mixtures of these ingredients.)

[JOther (traditional food)

Other Product Problems
2. OForeign Object

(specify):
3. OOther (specify):

Information on Suspected/Alleged Product

Give the product name and manufacturer as listed on the label (including the recommended dosage/serving size,
recommended duration of use, and indications for use as listed on the label):

Diet Cul wWeitae mnx; Twim labs =MEG. Das ’- sl  To .
md M/\hﬂa a md “\Plc:.woo./ “’7" 3 oy wu_e_bo./aw

List product ingredients (if ingredients are suspected to be present, but not verified, list as suspected):

OCheck here if ingredients are ynknown
.47 33¢arg J\ uarans« Cx¥ OQ e g | ”"[tlduxya‘uﬁ?

QOMB CL‘AMIMV\ Ex wect ZOOMc; ,' L=Cag uit we Io«::yoa; J‘ 7eotaScivnm
a /(‘fa?/\/eﬂww— 'P[u&;oﬁw:@: /OOM;-:

If a particular ingredient is suspected of contributing to the adverse event, please indicate the appropriate category
below:

[OAspartame OColor Additive (please specify)
OMonosodium Glutamate

OSulfite

OOther

OUnknown

~—

Is the product label available, if yes submit a quality copy along with this questionnaire: OYes ENo [OUnknown
Product Sample Available: OYes ¥{No OUnknown

Outcome Attributed to Adverse Event:
(If yes, include pertinent medical records)

Death: OYes ®No

Life-Threatening: O0Yes o

Hospitalization: [IYes o (if YES, indicate if initial or prolonged)

Required intervention to prevent permanent impairment/damage: OYes #No

Did the adverse event result in a congenital anomaly: OYes BNo
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